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Pylmicqrf Turbuhaier® 200 meg 

(budesonide inhalation powder) 

For Oral Inhalation- Only. 

■ * - k , * 

* 

DESCRIPTION ... 

•auocKjjO*. to »ctiw« cornporiint of PULMJCOKT TURBUHALc'n ZOO-mcfl, It I ttrtcMltrcni osirorirtd 
chtmicaJfy n (BS)*np.16ci,J7^l-7i»rrtydriwypri|nt'' i ,*-fll«ni-3.2D-((fcn# cyclic 16,17-icaial with 
^ryrajdahyda. MbwnWo is provkjad » i mfcrtwi.pf *yo-tp*nOT (22J? and 22$). 17m empire*] formula of 
fautesonMi it CnH^J, and « nottcuiir wtighl ta 430.5. W ttrtdvral romufe* 




C. 



BitfwarwH is i wh« to o«Wft>a, tnkim, ooonm powctr- lhal H practfcafly iMoiutiaa in waawirxHn 
. "ipUM, jpanogh/ loiutw fa ithwol, and truly loKibH to chtaroforra. Its pajtitlon.cotmdant; b*twa*o 

R MICQfll TUHBUHM.ER ii if, iihatattoiHirmn multHos* dry powdtf Innator which comito Daly 
microntztd budttonidt. each sctuiucfi of PULMfCOflr TU«fl(jtULER.prtr**a*i 100 meg budtwriidi par 
'rrattftc iow, which dtWj appramattly IS) nqj oocwsQHJds trgm to moutywet (bassd o* Vt v*r luting 
j) €0 Umin-br z vtc). Thj mum pt drug tMIMwm to to lung wi doewnd on paotnt Iscm sudras Inipv: 
atory 9ow i>h fs tents Jriuvrto™ lor Ui),' 1* acJub. poimu with uitvm (mun FfcV, i [(J.I * £l Lj) imu 
p*ak insgirttDry How (Ptfi) through PULMICORT TUflBUHAUR wu T8 (40-111) Um Srnlax ittulti (turn 
^.e(4>f25}L/1r*WocOcjto^^ ' 
V ^»ICAl PH**MA'~ 1 ~ - " 
icnW* ii *> aotf~ 

V. .tonlcofc scanty. in,*und4rf «■ w'tro and arurrai models,, budisontoa hp* aporojrinsijt^VJ^oW 



rCAl mMMXCCHOGY . •. ..... „ v ..... ti , mv v. " 

lorid* Js.an aotf-WtoFPratiyy caracoiM/oW (hit rrtixjlb; poiwl oJvcactffceto Kivfy .^wak miv 



W*f tfllnlb/ to flhKOCDrtcoib rtttjstof ens' i IDOO-told hightr topfcat wti-lotouratory potency ton 
cortsd (ral acton of aar adama tmy). As a mcaswi o( fyitamic kcthrty, twdfc«uU* b.4^r tfmts nibn 
octant mil cortsol wnin •J*mJrW«ta(»C »ut>Cyb*>»OUt>y ind 25 Imn rnort polwtf Wun'uUTtfrUltartdQrttf 

WtNr»tthymUj Invention uwy. ' • ' ' • r ■ * * - * • ' ; ' * 

Th» pitoM wchmiwn cwfcpwifoJd scBom on VtfUmnwtofl I* wtoiM '^'no\ Wcwa'.ppt^i^njto 
kiM bMo itom to rww » widi rtn9« d irrttttory tclMties lyknK cny<tfci*. c*J. typy .^a^nutti-^li, 
wsJoopWa, Mu»iop*«i, nwcrtp^f*. mil lymphocylij) vW.macHiUri (^Ok hlrtmW^^iIcjfMOMi; 
IcutajUiww. ind cytoWnn) Vr^tvid In »H^ic «W non-tUw^lc-miijJiad Wlimfnsw, %«<^flfft 
m«to<y »ctort ti eortajstaroidi mi/ contrfbtrii to th*r ffflcacy )r ssthnu.^,, , Jj: y \-J t ' ^ j,'. , 
Studrti in utnmjJJc piVtnts hiv« rtown • JsvenWt nflo b**nn topic*) .*rrt-WUmmj1wy: actMiy »4 
iyiUmi?.wnteoit«rQ|(I »8ku 0V*l.^ wl^f raoB»,0l dqs« tioov-PJ^LMICO^rT njRBUlptLfk, TWi U 
•xpUU^d by ■ comWiumn v4 * nMMMy >to» toai BVHnfartifnpaxy irW< ^*wnj>vi - far. p*ifr )wp?0c 

Thi sdMty or-PULMICORT TUHBUtUUR li du* lo-On count dnjg t - oW««id».'ki jluawcrtcoi ftiftotof 
»rtWv itytflu, tr* ZZft tonn ww iwb tiros » »cttw-« tt»22S.»pinWi.'/ff v*r «utf#* ivtetao tfviflht 
tvo^omK buctaaftW* d« rv« ritarcocrvwt-'rxr Z?R to/r* mi 'pK<Vli J tfliry cW«cf by V* (**r*ith tyt- 
Unilc ck«J»c* o\ 1.4 Umifl »». lU) Um'n lor y» ZeS fofin. Tb* l»nmlnii Iti3 aowww Iht 

t?m« foi bom ipirurt w«i lnd«p«n<int d/ dusc ^ oOunstJcptbsnu, kuOiHMd« trxmtd ^ Inw 
Incrnn In AUC ind C. D wltn IncMuiny don tftsr both * tU)gU''(foii inV'npti^tf dosing fieni 
PULWJCORTTliRIUHAUR. ' "V, " '. 

AWp(ia« Aftii onJ «dm«iijlratie« <rf boduankk. »us pbvra co»»cviVitiyi''*tt uhwvtO i» ttitwt 1 to 
2 boun ti* ibsoMs syrtmic mitsoiJty w K H3%. In contrui. mod c*- Uidwwildi <t*tw*l lb lU 
lunpi * syrUjrttafty *totrt«L Ii bothy fu4»sb, of to#»rwtaf*d OoM-wiui«fpo*ltMl In )hf lunps (w 
„ issswd py ^*Wirw toocMWsUoB nwoiod) wilh *x ibuiui tyitomlc avslkbtt^oc 3Wot tns nwtand «ul 
jsjtennKjAiMtics o< budttonW* do not dWw tignHVundy In rwiVty voJuiimis irrf initio poo«ut r - P«sk 
■>nn c^ncintrvOant of bvoisonlot occorrsd wttftUi Jfl minitss of tnhilitlon train PULMICiORT 
^MUKAIER. 1 ^", , , < ' ' ? ' 

W»*rib«^*f« T>* volumt ai feliftgoon d buo*widt' wt 'ippralfiMtily 1 LAa'n'ww l5-*n. bovrt to 
pUsnu srVMbw. ProUln blndtno wts cowstsnt avw tiw conanoition raooi \M00 nmoVlJ scnkvtd wltn, tnl 
•~*KJing, rKomnindarf doc4< of PWJ*COffT TURIUKAIER. Buduonids rfuwW Utfc or no binding to cor* 
uiroi* binoing-giobuiit. luduontdi rapidly- toJuliibraUd witti rod blood tills In't concsmntioi 
^mKamtm^^i bbxd/pbuuiii nMootsfioutO.I.' 

"toJ«i»: M v*nj sdjdWi^h burnri homooonitb hsvf shown thU:tiidi»onldi ta TK*tr*nd 
sW«V mbbolzto. Two rmjor nwtiboYtrv ttrmmi va 'cytochrwm P*W 3A tm)ynd tooou^oinitOon 
boon isdaiaO vx) W<fCiWJ is 1(o-hydroxypndnbobn» md lp^%dn}x>tMl4*w*J*..Th» corticuitrotd 
*cttvUy wefi ti thou two m«abdl» is lits tea 1% of Out of tii para co« pound' Ma gu^tsM-OirUr. 
me? ocrwMn thi in vttiu wo it wvomttaoolt pinimj fuvi bw oe weird NtcigUa rwtibaic'iTScOWtwn 
was obs*nr*» « homsn luriosnd wrw prt^soooflx, « ■ : & - : , j >wi 

burrtionrBudssonidi wss'tac/iHd Itf urtrw'*n<J ticw In lam c/ rV»tibo«is:-Apsro^rn»UJ)' SOV' of- in 
irtrtvtoooi «JWjot««l dost w«s rtamiti \fi t* inn*. No unchancaf budtsonU* *« ostatit&i W iwm.' 
5fMoo< PopvkiianK MO irurrrocoidr^ 

P*dk)tr+c foUowing InUvtnoox dosbig Isunflrtrtc jalknu bqi 10- U ywn, ptumt HaU^tH-w snort* 
pan naowltt n.*n« vi 2.0 bar ta joiWi), I* to iwn* oopisjpoii hMknwnfl InhsUoA of bixJwanJo*. vis > 
pieisonjwj meur rt-OoM^rtalw, ibttJuu lystarnk: mUWIKy wss lunlu to toLib iduU.< . -t -. - 
hUpoSc bwurfficwiKy: RidiKrt iww tuncttow-miy »Jti^ tot *r»«tkwr or artJccnuroci, TTw phsmBCo- 
lonttta of buouoMKk win intctsd by ceaiprtKMSd »vir tunabcrw «vidBicsd'by4 daubitc ■ysumitnw*- 
>oifty «n*r ont VmistioR. P» Intavtnow ph*jmia3«rwtics o( buo*taniO» w*o< howiwf.timisr fa ontoOc 
pibtnli snd m bo^py jubjoctt. r . ,: . ># . -( .•^•tf**. 

Drug -drug b>twrocho»*J XilocoAusii, i.patAt Inhibitor o< qmauonw P450 SA, Ibi ittig nwUboiic 
lUpr* tor conjcoirifoWSjJncrusod pasnu t«v«U or onVy Sngtslfed buicsonidt: At r»cwnm»tow5 dos»s. 
am»6tirx h»d * siigW bu cinfcslV insigiiffciqt sffoet on tti phsfnocoWnitJcs ol,oni budssoniik. , . s . ( 
Phormoco«iy»«mia Jf f M , p f 

1 o conrirm to] sysUrric ibwrpcon bj not I signinant Uctoi In tXr cinksl rtftac/ of inbW oadisonJoX s 
dirJcat study in psti«rtts with ssthro w»s ptrtarmtO comparing 400'mcc budstorjidt adnwistMl 
pnasnrtiTd milerid dosi inbatar wilh i rot* spoof to 1400 meg ot oral buduorwW and-oisaibo. Tht study 
dimanomi to sftocy ti Snhaftd buduronfer but not ofaly Ingosttd 1vC*swi& oispibr eornosraok tys- 
ttmic iivctsl Thus, tht Cwnptutic ifloct o/ convwdtonst flous of oralty inhalsd bod»v>nide ara'targery 
txplaiud oy fe diiod action on to ftspiraioiy met • 

ownnly, PUtMICORT TURBUKALER htl a rtHtW»ly rapid oasil of action form iohaiad ccrtcostajoid. 
Improvnnant in jstnmi conuot lolloping tnnaJatton ot PULMICORT TURSURALfRTan wcur v»W 

rw-l Um . ■ I frw 1)1)1 UmIk i 
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Exhibit 1 



A U-VVWk Trial in PaWti Naf on Cwlwrnbsnw^.Thwripy. 
.J*nor ki ihMjy £nbry 
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Jn i 12-tnofltn controDio trial in 75 pa atrrtt not' pravtousiy rocsMng «nJcosrr/o»di. PULMICORT 
TUflSUHALEfl at 200 meg Nnca daiW raiulttd In Irnprovtfl king ftwetfon (masund by P€F) and rtducsd 
bfonchtf hypomidMtf compvt^ to ptacsfc. 

Pcww.rws Pfwvw«»*y AAq'tntawwd on InKoUd Conkwt^oidj ' " " 
T*s oJlty and Ufcscy PULMICORT TURWHALER was also avsiuatM In asWand p^dlattto^ttwris 
« to U yoars) pntviossly rrwinuifwd on (nTrnfid c«rt(wiWreid< (adufts; WUT3, rovan bastlrp f£V, KM L, 
oftswto do ms of btctornttfttsan* dlprpptomw 12&-J.0O0 majtoy; podtatrkx H-404. niw.paitiniTCV, 
2.09 L, tasiHna doMt ot bactomotosom rtpropionato 12M72 meg/day or IrtiOidnotoni acatontdt 
^1KW..rni^iay)^Ttw f^V, rtwto ot t»Mi two trkuj, ooo» w«ks in doraflofi. ui pmwms.ln to 
rciowing fignras. fH»lmonuy hinctlon bmp/evad sjgntfeaJiiy wt» a« dom^ol PULWCORT tUPBUHALtfl 
ampM4 to piacabo w bcrt vkk. 

Advil PoH#«tt> Prwvtou WoinhiUwd «n U»k«Wff CwlwoUwwkls 
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• PWlQhrk f o»i»ob-A™i o bo*. 1 8- Ws- PiwWy Maintain^ 
en UhoUd Ccwik«*t*rt*d» 
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Pe)}«naf Pr»vw*Jy Mo>n*»'n*<J on OriW. CarficcwtaiVHSi 

in i cltaciJ tri* In 158 sovsro MthnsiOc pailwu rtowlni enrorue oral pMrisoi* Iftirapy (xncin basaito 
prtdntsoM ooh 19 J mg/day) PULMICORT TURBUHaLER « dosci U4O0»^^icaiUlywtd»00mcg 
twtot tfaly was wmpanri to placaba. ovtr i 20-wrt* ptrlod. Appwadmatoty {wo-oWds («i on -WO mco 
rw«» daiy and H\ on fOO me? twc« daUy) ot PULMCORT TURBUHALSRHrsatad.'patiinti wtn atla to 
achtovs rouawid 1*1 bust 2 *m!a) oral .«>rotwlwo*d oswtli'n Jcompwrt with a% or'pttcs&o^rasrrt 
patiints) and lutprovad uthma oowuol. Tha iv tragi oral eortcoitarotd oosa wss ridtesd'by.lW on 
•W iwg two dafly* and 73% on MO meg tWjca< daty tor PULMICORT TUR9UHAL£R>tr?aUd pttenta vs. 
27% tor ptactoo. AodKtomly. M owl of $a pcrionts (91%J wtw comohtMy rtmawtad ori-wrttooiJaroidJ 
dgrtng OouOW-«>w) ph*« ol to triiJ renu*^ &« ant tgrdccotwoWa to* an Khiatorwa 12 Months while 
racarvipg PULMICORT TURBUHALER, 
INDICATIONS AND U5AG£ " 

PULMICORT TUR8U>lAUR Ii IrtoJo'ud for to maJntonioci trarDntw of asthma at piophytacoc thi.'ipy ui 
oduft and padatrfc joints six yaars of ago or oklai. Ilk also irtocstod tor paUirts rtduiri^ 'or* tart- 
costaTOW therapy tor mhma. fAarv ot ihos* paMtnts nmy U ibi* to r«Oo« or Himirate tolr nquvimtnt 
for oral conlCDStfroids pw b'm«: f ... - - 

PULMXORT TUR8UHAICR NOT Wlcaltd for tha ra&f ol wutJ.tronchospasm. : . 

iDTTATIpNS '. ■■■■■■■ 

'PULMICORT TURSUHAUR is contrainoicitrd in tht primary irsitmattt ol status uthmaocus v ofaai acutr 
apisDdes ot nfflma wrun Intirarvs maasiwcs vc raouired. 
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PULMICORT TURBUrlALiR has betn shown to recreate airway rtKtwty u vinous chatteng* .ticdti*. 
tocudtog rwUmto, mt*arto4rw. i odium wmjisuitlu. and xknptiu mooophu(j)iitt iri Jiyp*rroc6vi 
patantt. The dawcat relivanw of time modtrsts notceroir*. 

Prevcitmeni wl) PULM1C0HT TUR8UKMER 1 600 meg iaftf ;&0G mqj t*x* d**V) lor 2 «m rtducad ft acta 
(tvH 11 ** nctoni md dtUywJ {bfc-phw melon) decrease in PfcV, kt wg inhaled aWgcnctaengo. 

The efltctt ot PULMICORT TURBUHAtcR on the hypotwUnUc-prtrita^rtM' (HPA) ws w» studied In 
9tt attoMi w3 pediatric pUWus with uttme, formed patients. tot'tbWty to Incrcisi corfaai produt* 
ttoa In irsponM to str««, is usesscd by sosyntropirt (ACTH) jtUnulartorr Utt, remained intact with 
PvlMICQRT TUBBUHNlftJrtatnwnt at recommeadid dote* for edafi jKttonu nUrtirtJi 100. 200, 400. 
pi 100 mc? twice dairy lor 12 *tw, 4%. 2%, 9%, mil 13* mpecdvtly, M n abnormal sftnuUtid certh 
to« response lP*«k cdtqio> <14.S mtfj/8t_ uunud ay iqori airomaJognphy following ihort<o*yrtnp«B 
«y a* cornpajid to 8* * pailenU treated wUh piacabo. SimaV resorts were' obtained In pedbtrtc pattern. 
Ln another rtudy h aderti. flow of 400, 600 ind'1600 mc^boOttOnidt c#'c* daay vie PUtMICORT-Tim- 
6DHAUR tor 6 weeks wen rumlrcti; 1600 meg Nrtor dally (twice VM irwdrnwi toooimsruJcd dou) 
fttJUO In i-27% reducton n stimulated coniiol <&-hwr ACTH.intuiion) while 10 m^prt'dnliom retttjjjyt In 
1 35% reoprtsn. )» $U Wdy. M patient oe PUUIICORTTURWHWifl aldoses* 400 and 806>C5jf*ict 
da fly rertlhe cfhtrian term abnonnaJ austere d cartiiol rtspons* fjiealt Cortisol <1 4.5 mc^dL assessed by 
liquid cfroraalgoriffy) knowing ACTO infytion. A*,optn-labcl, tang- term tonow-up ^ 1133 patieatsjlor.up 
to SZ.wetXs corrftrrMfl-.toi rnirirnii tflict on thi HPA ui (both basal and sttrauUted ptajnt: cerfcoliot 
PULUICORT rURBUHAUfi wnen «dmuiiittred at recommtnritd dull. In patients **w had prrnocity Uu 
oral iterr>d-ci pendent, as* of PULMICORT TURBUHAlER In nwnmvtitl dow wu atwdittd with 
>»^*r >am»kiU(l«>^lwl n»flonj( compvid to-tsuHne Jo»ow>g l,y«r o/buripy, . ,, . . 

TTh idmlrtitntfcxi erf biKktonrti t» PULWKOflf TUR6UHAUR Irt dom ipwttO mco/cay (mw <ta*y 
dot* 445 mco/diy] or vu i pnruurfeti' jntf»rd-ooii''rhttr In dotw «o to 1200 tcp^fay (m*M urirydou 
420 (Tcydjy) to 216 ptflolnc paikfrts (iff'T » 11 ytir») Iw2 to < yurs K*3 to lijriltart tthti, m 
jiiiwiJ growfi comaarad wim wi-t ortwn krotd tntopy in 62"»ruJilwtf control ptttcnu. Howar, tn* ionp- 
UrmaftKto<P\HJWCORTTURWHAlEfloponrt^b . . . 

8ft « Uwtp«vttc ifficocrol PVLM1C0RT TURBUKAUER hat bun tvaiuiUd in coi)r9l»d cJWctl.rtU 
^^^•ng man ouu I300pab*nti {& yun md ow*r) wim.uttiiw ol *rtryto^d«a« dundon (^yi*/ to 
>20ywrt)«J Hvtrily. h., 
Doubiflltod. pwiki, p)K«bo-conuoU»d cfinkaJ viols al 12 wnkt duraflon md tono^f hm jfitjwn.txii. 
cwnparvd witrt j(ioebo,.f ULMIC0RT TUflBUHALER pc/iiflcantfy imprp>id ( lung Junction {tpmttrad.by fff 
uto FEV,). tlgnAc«x(V dcamtd morning and menlog symptoms or acmmt, and j^nrtcarty.nrtocad tha 
uod tor at nttdod tohaJad MOO' 1 ^ u " <1 dom of 400 mq} to 1600 nwa; p*f d*y f2DO mqj to K» of| 
/ a^^ 1 diiyj.li wuiU wto 400 mc? to BOO meg pir bay (200 mcj to 400 (twj rwjta daily) h padia*to paturitt 
WBywi of aoc tnd olOtt. 



HyptfiBtubviy to l«d«witi0e Cdocaindtcates too um«( POIMCORT TURBVHALSR. 
WARNINGS 



I irovtd luni tacton (nvm^g was oburvH within 24 noun or kniaong Irtatowrt In boavadui i«t 
/disirto ptMrti I /caa of 19* am) otocr. *nftou# n rwcumum benrfif w» .iot achitvvd tor ) Uj 2 wt*ks,' or 
kxgvf, aftar *t»rttog traaimanL Improvad !i>ng funclon wu nialntaimd'dtrouonout thi 12 wwkr of ttal* 
dwWi-oW portion of to* trtUi. 
pp«»#ob Hot l*cMvinQ C<wiieo»WQid T>i»ropy 

In i 12-««* eJHkat toal In 271 pttianu wftn mid (a rodmtt tstxiu (mw buatiw FEV, 127 L) who 
vtn not wvll conUollid by tKa«±odl»l^» itont, PUtMICORT UJWJUHAL5R «u avaluatod at mm of 
700 mq) tak'i iiay and 400 raqj twtoi daiy vtrtw ptacabo. TM FEV| reutu froa lito trial til thown to 
to» Bowi b«tov<. Rvanonaiy hractlo* itwkw«J ^fcandy on bato.doM*of PU.MHXHJT lyRiUNALEfj-WP* 



PartcuU/ can irnaodid (or pabanti who am trantfarrad Irani tytiimfdHy artvo corttoofTeicidi w 
PUtKitCQRT TURSUHALER btcauu d*arhi dm to adrenal toiufttoitncy hav« occuinc in umnwtic 
patbntt eViring md attar totwar frotn syttemk corfcMUfoUs to lur jysUmtaJly istiUak tohjtfcdconj* 
cob: rows. Afttr w^dnwal Inwi jyitomc corticojtiroidj, t aumbtr of nwrtthj art wqutow lor racovary 
of HPA toTtdlwt .' ., 

PitfantJ haw Wtn pwiotixry raiintainaii on 20 mo or mo™ par day of DrtanUont (or Is iqumtam) 
may ba most »«aptW», pirtfc^ItoV irfun thtV jy^lttna: corttowteroWj'hiv* ban almost •'comoielfW 
vrtotorawrt Dcrto} this >rriod of HP*, woprtalon, patJamj may udUWt tlpra and aymptoiw ot adrtntJ 
InwIIWincy ^rwn txpoud to u»uma, soniery, <w Wecilon (partkutoiiy gattrotntwtttj} or other 
cwrftwm auodtrjd wift- wara-atoctnjiytr toav AJthoogh PULUICORT TVRBIWAICT may ptovtoa 
comraf of ttthnta »ymptom oumg jw$a ipttoda, in njcomwtndid tfocw It suppta «tt thtn nonral 
prrytJorflfltoaJ imouno" of ptococortcoW jyjttmlcifly and do** NOT providt Iht'rnjnaralocorticdd artviiy 
fiat ti nacttstry for coping with thtsa amtroenctos. 

TOirlno atrtodi of »tr«xt or a smre uthma atack, pibcnti who lova.bftn wltjrjnwa irom jyitimk; 
cortcodirotd« thcajU U lutructad to rituma onl cortoatoroidt (in Ezrgi doau] rnnaoirteiy uvi la 
contact rtair phyiWani far torVnr taurucbon. Thaw patitnto mould atoo b» hdnjctad to cany a rwdtoi 
Idinaflcarton card Indtaflng that they may na«d tuppltmaucuy ayttamic cortlcosiafoids dadrni ptnodi at 
it/in or • trtrnt anriTO attack. S; • 



Tranjltr of p*1wM» irom jyjtormc cortcnaieTokl Ihwaiy to PUlWrCORT TURJWHAUfl may unrntak afaroc 
wmdrtiut prrdowry jwormad by the tyjtamic t^wtarold tHirw, l.g.. rtinlBs, corijUioihillt, and 
tewna (»• Oroflt artoA4»Hitfakn), " '• »' 

PatWr* who are on draoi wttch wppreu the Imre'uni iyjyim are rwT iut£»pdbW » tof action thaa Fittftfy 
todMdgili. CrvcVan pox and mwbi, lor txamph). on luwa more. t*rtou» ar fitaJ coma tottucio- 
Kbk padiatric padtnet or adutta on !mwicwtoppni«nt ''dow* 'of eotdeoatamidt. in padlatrt or adult 
pacanttwhobmnothtd thna dttiaw. particular cinj aftwld tw UXania ivoto apoaon. ho* t* doat, 
row and duration of cortcoawrc* adrreniitnrton Wacta t* rtik of owvatociiu) a diaaniaaaad kHorton It 
not known. Tiit contnbutxM of-^ha uwt^ywo'dliaawarel^r prior wrtotaroto" trtatmnt t> tna rtak Is aac 
not known, tl ixpoitd. tmnpy wtth vartoalli uwtar irnnuN ejtobglln (VZlG) or p<oM Intntvanoui 
Immwootobuln (rVKfl, as apprtpnatf. may b* Indtoitod. »u90tad to madatoa, prophyaaa w* pooled 
ImremwcoUr tovnunorjtobunn (10) may be todlcaud.- (Saa the ittpacfVa pactcaoa toairt lor commit VCG 
jG prwortolnq jr^orrTUooa.) It cftcUD pea dmtopi, trutrunt vdth ajHS»il aot^tt may ba catmoano, 

PUU41C0RT TURSUKALER it not a aronchodllator and If not taofcatod tor rapid rekf ot brorichoipuii or 
othtr icur* epwodca of »mmx 



wnre 
(otfw 



As whh olhar knnaiad aarnma rrndtostioAa, inwboipaire. with aa Imrntdiato inaetta it whtthng, my 
odcuritir doting. H broncJyjtpitm oocuri Mcrmnq iotwQ with PVlMICQRTrUPBUIUlEA.'rt-tAauta-b 
U««td tovtitdlataly with a hut-acting (nhaiad bninchodlator. Trauma* wCD PULMICORT TURBOHALER 
thooW ba dixcQnomwd and attentate twapy toautulad. 

Pad* nti Uouto ba mounad to cuniaci thwr pbyitolan toimadla^y whan apisooas of tsthmi Ml respantM 
to their ataaf doaea ot bronchodlbton occur Ourir^ trwumnt wttH PUtMrCORT TUflftUHAlER. OuHug sucb 
tpwodtl, prtitiU may requin Ounpy wUA oral ccrtco^iwwia. 

mcAunom 

Gwrwmfc Owing wtihdrawal t«m oral cortcajCtfeklx, tor* cuturrti may exoenenco xymptomsAtayttwru- 
catty acta cgrtcwtirotd wimdtawal. i.jl, io'ut andtor mwtcutor {«in, austuda, and dajwwuijn, datptit'mz^- 
bana^or.ajantoiprovtn^olraapir^c^toarf^ ..^ ... 



■ 




•BPS 




lor Use 



Pu/micort) 




. (budesonide inhalation powder) 

{ 

• Pu!rnicx>rt Turbuhotor* 20O meg 
(bvdesonido inhalation pow der) 

• y '- ' y^^l I") ' 

' r TJ 7^- 



*% * hV"< r».- 



^cw^itoifiAc^rr^ictnc-6 
pm*«tfe» o »«mmiBfy ihfottmJitSftjC^ 



FCS RTOPiMCSMAnOM ASK 




WHAT YOU SHOUID KNOW ABOUT 



Your docdor Koa pr«cnb«d hJmicoVt' ' 
TixtruKoier 200 meg, I contains o 

• or* noharoi iub'tkirH!«' kwinc/ $ JKa'tociyi 
hW K#ip Kgr^ lnflammcalon^ ■ 
uwd to trvd.otihmq bwcooHr b^y. n«cWc« 
tho iwelRng ond irritah^.irj'.rr^.v^i/.W, 
the amoll or pouag^u.wi m« lung^prvd 
•oso bKOOthing p robi»m*. -VVrwi , inr>a Ud > 
rwgulorK/, corticcularold* 0U9 h«Sp Iq 
pf ivB/if ottodti ol curKmo. 
Pulmloort lutbuhaler fraolt Jhc Inflom- 
mohor>-^fha> 'quUfpcrf c^ ouhma mot 
you cannot hoor, s««; or Wh«n 
infiammotion U left urrlreatiwd, ywrr 
oilKroa sy mptoms qnrf qHoc|) n con 

Jn5j^w*^WfTvcor1 Twbvhoiwr 
prwvont ond roduco yow ojJhma 
lymptgm* and attoeb. ' 




IMPORTANT POIMTS TO REMEMBER 
ABOUT PUtMlCOOT TURBUHAlfR 



D MAX£ SUR£ tksr mk madkirw U - 
w&abk far you \itm "B6fO*E USING 
YOUR RLAMJCORT TUWUHA1EJI* -v 
bwtow). u" • 

B It ii importont rhot yog InhaJt each 
do>» 04 yow doctor K01 odvi*»d. • . . 

H Use your Turbunoiir ca dirtclad by 
your doctor. DO NOT STOP TRfATMENT 
OR REOUa YOUR DOSE EVEN IF YOU 
FEEl BtTTER, unWis told to do so by yovr 
doctor. 



D DO NOT-inhou* more doMtt or uu 
your TurbuhoUr mora ohmn then irulruciwd 
by yoyc.doctar. 

BThU madicin.is NOT intairicW- to • 
provtda rapid' r»<»f- of yenjr broolhtpp 
dihScOli«4 doriog on oJhSmo ottocfcL If 
mwat o# taV«n o* rwgulor inlorvola cu 
r«"corhmendod by-your doctor, ond not oa 
on emergency mooaurt, 

El Your doctor m^broacriba odditiond 
m^kohoV'tiuch ca Lronchodilgtor*) for 
•mvgwncy re|wf if an acuta oaftSmo ohock 
occur*. Pi*ot« contact your- doctor if: 

> on aiiSmo oftacSt- dots not respond to 
the* additional nvedication, ', , v 

> you rtquiro mor» of tho odditional 
modicobon than usual 

Q If you oUq vh anomor m#dkin» by 
InholoJton/yau should consul your doctor 
lor irurtrvctjans on wK»n to us* It In* 
natation to using your Poitntcort Turbuhot 



mom using mm 



nil YOUfl DOCTOR 1EK>M STARTING 
TO TAKE THIS MEWONE: ' 



> fyau ore) grwc/xinl {or inrondir^ 
'to.p«corno p/wgnant)', 

►» If you ari'Srooit-ftedlng a ooby, 

1 * 1 * 

>• if you ore olWrglc 1o bude>sonidt> or 

□ny otri«r orally inhoWd corricoareiroid. 

. . ■ • 

In some eircumitoncea, mi* medicine. may 
not be suitable and your doctor may wisk 
to grve you a differerv medicine. Maker 
sure hSot your doctor knows whar om«r 
medicines you ore taking. 



>■ FoBow me lnafruc4k>ns shown on ihe 
other side, If you hcWe.any. problorps, 
Wll your doctor or phamtacltl, 

>■ b ra Jmportonl rbbt youjruSoJe.aoch ,-. 
dotal 04 dlrecW by your doctor The" 
phormocy lobwl wll uxueby hi I yov what 
dose to take ond how often. )f ii doeaq'l, 
or you .are not syre^.cak your doctor or. 
pfwrmocist. 



DOSA0E 



> Use as cWecieclb^ your doctor. 

V ft h VESY iWf»0«TANT you tola* 
your cbctor'i msifuc^oni ai ta how many 
inhoto^on* to tok* ond how oiitn to use 
your Pubwcort TwrodKciW. 

> DO WOT inhale more doses or use your 
hibnk#$ T«4jwhd»r mar* or^en than yovr 
doctor odvvie*; 

* 

> Sf may take J to 7 week or tonpe> 
bwtore you feel maaimvm impwy-«ment. 
so IT 15 YC*Y IMi»C«TANT THAT YOU USE 
fliUWCORT TUS*U>iAl£Je SECUURtY, 
DO NOT STOP TRfAT^EKT OR JtHHJfa 
TOUI DOSE EVEN YOU ARE f EEiNG 
StETTER, unless *M to do >o by your 
doctor, 

V W you m»w 0 den«, fsU toV« your 
f»gutorfy scbeduled n«xi dost wher*. i 
due, DONOTDOU^I the <mm. 



tfiT\ 
mrl 
•sol/ 



PULMICORT TURBUHAIER w* otter ptfmit control ot astoma eyr npUirru with last lupprtaafog pf HPA 
f unction th . w toenotufcafy equrVaknt oai dotes oi ffcikyog JCTci budetpntoe s wsorftsd into the 
i/curtUon' ano cm «! iy»tom<aMY active 11 .ngner aowi.lna nilf btnifcisi effects af PULMICORT 
TURBUHAIER ir inuwntetog HPA dydwctiori may ba upected wy wh en rtcommendtd flonow we 
txctadad tnd Individual Mttants ki torau to t o the lowwt cfttciyt dosi,£ flct mrJ^duaJ itmitivl(y in a/tacts 
JwMHfHOdvciron lasts, pflyticuitfTnaiM Consioer trus irtfrjrroattori when proatotnp PUUJJCORT 
1UR0UHALER. 

Bacauie 0/ ma poestoWy «t sysemic acagrgbon erf Inhaled cortcostetodj, wfltnts treated w*ft Dku drugs 
should ba obeaevtd cirtfuty fcr my evidence oi systemic corticosteroid effects. Pirtaidf art shoutc 1 be taken 
In obsarvtofl pa Pew po*KWfraJfv*»/y 0/ during periods of strati tor eweao* oi inicmi^k'iattnd response. 

1 is possible mat systimic artJcoahnjid iflects rxh as hyptnwUchm ind Jakarta) suppression may appear 
ai t anal number of prtana, carsjattariy at mgre: erne's; » swh changes Dccur, PULMlCOftT TUWUHA13 3 . 
should be reduced ilowty, coraiswt >rtth sewpteo |«oc»oV« for ma/ugtreut ot asthma sy nacres ho tbf 
tapartog ot jysiamtc iwv'ti*. 

A radnctton of flrowft vd«ity n crtldrw or teenagers may oca* u 1 raui or.toidtqute conrol of chroric 
dlietus iuA ii asthma of from use of axtlcoitarolds lw treatment Phyican* shoutt ctosejy faeow the 
grow* af *Jatscenr$ takeig cortcastcrerds by any route am w«ign r>4 beneflti of eortkasteroid tharapy 
arvj liU-.na cowot against the possibility of qajw* luppftssio* V an adotaacau'i growth appears 
Ai»oupn paJena m rfnical bin's hm ftctwtd PULMICORT TWBUHALER on a continuous baa* tor period s 
d 1 to 2 ytafi. ttw Song-Hrrn lecai aod *ystKiie tfl«cU d PiAMCORT TUB&UHAiER »n humw lubjictian 
not compitiHy Inm Ui NrtoM Ik meets reiolthQ iron chronic um 0/ puuaicorT TURBUH*1ER an 
<fv*iopm*nt»J <w krw'itnobjjai procw«ts in 0v» tvxrth, pharynx, uicih. a#W fuog v> unbnowv 
in ellrwu tTiaic wWj PUUMCQRT TURJUHALER. locatt2td Infictom wft Candhia Dbicant occumd h tte 
mouth aod p*wynx in w>ma prtjob. It orop/»o*K>»*' camJWiatij tfiviiopt. tt ahouttl tm iriiud wMi appro- 
prbu tocat 0/ syttamlc (I.l. oral) irtrfuAOU wopy wtiii CMtmoQ wtt hXMtCORT TltRbVRAL£fl 
trt«py. but animei tr«rvy *Wi PUtMtCORT TURBUHAIER may ni#d to tw tunoatvUy mUn«pw) htoh 
ctou nwdiutU0trrf*Jon. 

inraXi cortewttrotd* staMd bf um Wn caubon. if it alt, in patients acovt w qpMtcut hrfwrcutad* 
>f cltoft 0/ lb* ftipf»**y imct, ix^/wu^ lyiwraic hi*o»!» bwirtaJ, via/ w pjrt iJflc l»/aci»i; of oa/tar 
Srortilmptex * ( ■■ 

1 Ran irtsancts 0/ plakcoma. mcnaMtt intrNcutar wwtun. and cataracts havi Uti repwiid totown^. tha 
'nhaJed lamJniJtration ot coUlcosfcrMi . 

! lnfof7T«Wofl fw feiiw**: for prece uaV rf'PtJU^CCRT TUR8UKALER and t&in maximoffl irflprovr 
nwnt, 9* patMt shouM rod and Jo tow the acwrpanying f»a6tnfa tpurucUm tor Ut> cwiwty. aooWon, 
jHMats b*K« tnatMi wttfi PtXMtCORr TURBUHAJEH JkcOtf raorWt 9« loaWno htannaDort and Jmtruaicm. 

• ^h * WonmUon it InUKKlad to Wthi ostM in IM tatt and irtKbva ust 0/ tha mrtlcaoon. It ts aot a dt«- 
(^^lUj ^alrpotaiMaapvaaa »r lotan d^^ tftpfti ' — ■ — . 

W ^dnii itwld taJu tbt m«iwtloora'oirBa« and wc PULM1C0RT TURBUHAUR at rtjitar ImirVili | 
- n'a daiy atnci to iftactfctmU oaptntfi on r««uur u*f. Th* ptK^t jhwW oot a»t»r f)i ^»atriW J 
^jo«aoa unfm itMwO t» 0a ap by tM onyskyn. • • ' '* J 

/^FULMICORI ^URBU HALES « Rot 1 t>fo«*Kilfl v and not Inttndad 14 trvd acuta or )V»-tV4«»H fl( 
/ ipwwfaa ot asowna. 

/ • rMCMiCQRT TURBUHAtiR mutt ba In tM uprlgkt poaiaon (rwvtrtplaca m top) oViafl ioadng in oro*r is 
/ (Havida tM correct dose, FULJWC087 TL/RflUHAifR muff bi pnmad whan au o«t U vsrt rV 0w v*ry 
/ first turn- To prim* dm anii. hold trta wit in an coctton and turn *• browa grip rutty to Urn right, 
( «^a» fuity to tba Ml untl H cttcka, RepaaL Tha) unit it now arimd and raiaV to toad tha Orat dou py 
! Kmtng tl> grto tuly to oia rioW jr^J NJiy to ih* ktl wtTH dicia. 

r> \ On Mbs«qu«Ma «w, tt la not ntcataary to prima tha antL Howavtr. al tttust ba toadad yi tt« KprtgW 
i posrton anmadaaia/ prior 10 tu. Turn ht browt grip A/ly to IV rt'jat, iNn My to* tha W^fvnt? frcicJu. 
***"/ Durum aviation, PU.UCORT TURBUHAUR must ba haM ii Ha upright {mouthpiaca up) or hortawUl 
pojrtoc Do Mt ttuia tha inhafar. PUca Oil mdKhpbce batwetfl tips and InhaJa torotfufly ard^pafpty. The 
pcr*4*r I* tarn i***r»cl U) |Sa kjn^i, 

• PiOants ahouU not aihatt tarougfi PULWtCOBT rUBBUMALfR. 

• Out la m« vdwrw of powdar, the pafwV May not Uui or wota tha prtianca of any madtaitxn 
inlanog tha laagi whan inhaling from TURJUHAUR, TnU tacl of 'sanssttofi' don not todiaat tut the 
pitmv it act lacaMng btAaW trom PULM.1CQRT TURBUHAlER 

• Rlntjng 0*» nwCb with wttif wilwut rwltowinfl attar ucb ooting may daciaaaa V* Kite of tha davtiop- 
■itritvrortrteuKfidajjla. 

• Whan thara an 20 doa«s tmakmo to PULMtcORT'TURBUHALER, a nd mark appur la tha KuJtato 
wtnoow. 

• Pt/LMCORT TlfRoXTKALlR anpUtf not pa «M w ft ■ apactt 
Tha mowthP*«ca ma«»d not ba fclRM or th#w»d. 

covarshottaj b4 r*c*c»d aacvraty «J(cr axch oparwng. 
Kaap PULMICORT TUR8UHALER oaan and <try at aH omaa. 

Jnpravwnant I* aathm* coal/cd foflowinp InhMtton ot PtXMICDRT TtJRBUrULER can occaf wtthln 
2t hour s oj aayiminp baatmant afflowgh maxtowm benttlt may not ba ach'ievaci hv 1 to 2 waaig . or 
VyjoatA ayaiplinu iB Ml' IMpTbU A dul tma trama, or a* tot cwidlboo iwaana, ih* patent shooanST) 
rtrjctad to co ntact ft* aayatoaa. [ 

>atlanB st»ajd »a wntd u avoid «xpoavra to<^^ po* or mtirti it th#y ^ upc«^ W ewua 




•tnaar pnywfiMI >MiuyM daSly. 
for 1 



ftr propa' w ot PlXM»C0RT TURBLWAtiR and to rain mudmunt anprwawiat toe p*ient shouW 
rwJ and 9w acconKHUTyinfl P*tianfs iMtrucOcan lorUu. 

Dryg bitvrociiona; In cfi»cai itudiat, concunaM aflmmktrabon ot badti&rvOa and oihai oroc^ convnonly 
atad in toa Utatmant ot uttma tut sot rcsuiad h in irxrutad Iraovancy ol aonrsa mots, a^uxonazoir 1 
aoawit (nhfbftor of cyuchroiM P4W 3A, may tatratta liasrm tr*es of budesanioa duhai CMciirobnt doi/hg. 
Tha ciniod jK3»tfc»r»c» il wncornlant airtiJnbarrioir of tatoc^uioai wtft PUUUtCDRT TURKJHAIER b not 
inowo, but caution rroy ba wrantad. 

Cwwojw-w, Mwtog*n%*i*, ImpwmW «f FwrKIity* LDn^-Urra itud«« wa/a coaduct^ to na'ta 
and ran uaJny oral idrrwastnoon to rvHuas tm aw^ potanW ot kadaaonlde. 
Thara wts no tvtotm at 1 canlrwoanjc irTact wttan QudooraUa was larrinkurti orWty for 91 waais to 
nict at Ootai Up to 200 mc^kg/dxy (afiprodrairity \ tha maxtomm racommandad haman daly Innawtort 
doiionamcg/Bt'batta). '.*"'' 

In a lM-wa#* caidnoganidty study to Spraoui-OawUy rats, a statlsdcaJry stpnBtoant incraaaa n tha kvt- 
oancl o| gltornat was obaame in mail lata racalvtng oat dous of SO mcgVVday (aparaxiamtaiy % tht 
majdmum raBMnmaiuto human da% tonaJatioi doai on a mcg/hV basts):. ao tuchxtungai ware mo In 
mu raa racwimj orto aotd ot 10 and 25 rncjrtq^oay iappnwumairiy '/„ and S tot maiJmujn racom- 
aianoto human dafy inhataiton oosa on a piqj/hr basii) or to tama)e nits -at orat doits ap to M aicg/ag/day 
(approairnataV msdrtHtn racpmrnendad hawwdaiy tohoJation dose en a mo>W basis). 
Two liotttonal itM'WMi cardnoginiciry.stoolei ravr baan partormtd wtth oui budnoalai it dous of 
SO mco/VoVdiy (approumanefy V, pta maxrugrn racommendad human cU*V tohatafeto ^csc on 1 mce/af* 
bash) t» male SpravuHJavrby and mcaer rats. Thwa rtudkt did not damofutiw an termed ouoait toci- 
Oanca to buowonideHrttied wtmaH v% comparnJ tmU\ coocumnj coatroli or Mb»M«i conJcartafold- 
Vtatad eroupi (pradnno'one and trtamdrwtana icttanlot). Coanoamd wib concurrent controls. 1 ilaiL»- 
Kaly Jigwhcani kicrwae in the Inctoanci ol hepatocajyUr tumors was obearvwj to,alt Bvaa UircW group* 



Tha tocldonca ot cemmeo >;>m tvwiti it buad upon doubtt-^woVptactbo- controiad US eSnicat. triab « 
wbidi 1,U« idol anC padklric patliJiu aQ« 1-70 ytao f472 ^rtuan wd B44 mve<i wnririateo *tu 
PULMJCCRT TUReWAI=R (JOt} to MO mcy hwet di*y tor 1 2 to 20 waafcx) or placabo. ' ^ ^ 
T>* foKovruw) table ihowt toe toddehci ci acvarsa aW to pafiemi prWii^{|ctMho' bronc>B^atb"ri 
and/or WMted cortJcoiterofOi to US coniioltd cOniaJ Wall. Thia position toctua^l ^ n& w a 
81 tamaU pwJtablc paharti (age 6 to 17 years) and 33? anaii a^fl pll.tan^ariud pattaats taui IB yaira 
andgiaibr), , 



Portion on 


inS 2 3% Incxiwtfa mporHd by ' ' * 2 
PULMlCOftTHJUUHAlOL. ; " 


AJvtni Evtnt 

a 


Placebo 
aW2M 
% 


PULUfCCRTTUfllWHAL£R 


200 ncQ 
rwicadaJy - 
• fWK ■• 

■ ■ 


400 meg 
twJpa-daty 
H-2B9- 

%. • 


'flOOmcc' ~ 
' ' hncac*y 
•H-9J ■ 


RtapirjtDfy Sytoam 

Raapiratcry Intacboo 
Rtaryfiglttj 
StnusUi 
Vofce attaratlon 


17 
B 

7 
0 


a . ■ 

20- 

10. 


24 
9 
7 
2 


~ 

11 

5 
2 


QodyAaAWholt 

Headache 
fry ryndrore* 
Pato 

Bad pain 
Pavar 


7 
« 
2 
1 
2 


H 
1 

S 
2 
2 


13 

S 

5 

3 

4 


14 
14 
5 
6 
Q 


Oto«W(i Sysiam « J 
Oraf candtdlaaat 
Oyapaptia 
(Uitroaalart^k 
ftotTiae 


2 
2 
1 
2 


2 
1 
1 
2 


. 4 
2 


.. 4 
- • 4 • 

., •* • 


Avaraoa DwatJon.,_ . ( 
ol Exposara (bayi)."^ 


W 


79. 7 


< ao- 


.4 
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The tibta. above tnckidai ill avanl* (whathar tonsidarad drbg^alaUd'or acin dfug-dlatad by Wi 
tovtsttgarort) thai oceurred to a rata of *3% to any or* rUlUfQORT TURBWAJLER gniui and ware mora 
conmod than to the ptacabo group, to cocuc+rtng nasa data, tbatocmud mraoe durafon'oT anoavre 
• tor PUUUICORT TURBUHAl£H pabaMs thoyW ba t>k«n rto aacoom "T-' . v* •■ ; i 

Tb« tolowtog ether aiNar** tyaats occumd to thasa dWcal Irtala bang PULMICORT UWajHALER wtaah 
mddenca o(T to 9% and ware mom corranon oa PULWICDRT TURBUHALERtfan an ptacabo'. " *' 
Bc^AeAWr^: nacaiato \, ' \ v ." 

Ca*dtowcub^tyhc«* 
0tga«ttvt: 'abdomkat pato, dry mown, verruong 
MrtbotcartdNuoTdoajt- weight gain 
Mu>cutoitoattat fc^ciurK^tiyijpia- 

hirmsf by|j*rtcV^'toV*»-" ' ' ' " 

PWalat, Btawiftg inOOottla^ Kckynwik- * 

Psvcr^lr^c'•lrMrontJ' > •'■ ^ "'-'•*■ - * % "- t * 

Radistanca lAtchanW totacttoa '■ 

Spacwl Samw: buta panmraion ■. • 

If nO-wtak trtot toaowtt aatftmaPca wTVpravtowry raoufmd oraf ccrtcitstarotoa, th* ahach of PULVUCOR7 
TUMUHAUR Wmcg-^ca-byy^ff-SJ) and 800 aicgtwtta daly' tTJ^)} ward'Compmrad wft platabo 
girtha ?r*qgawncy of rfpdned.advarta tvanU. Advaria avaota, waitaw ■ osnatoar»d : drug. 
rabnW or tm djoo-retobrt by toa tov^angitoa, raaonad to mom than Ova pettonti.bvft* RUtMJCOflr 
TUR8UHACER expand whkh.occumd mora- tmquaptty wHh P^HJitCORT TURIUHAUR m placebo art 
shown batow (% PULMICORT TURBUHAUR uuT % ptacaba), to comJdartna. to**# data, m* ux/uaid aw. 
aca litraOoK of aapcoure lor PUUfCDRT TURBO HAtER pttlanU f7B daya tor PUUttCORT TURBUHAIER 
va. 41 daya tor ptacaot} should ba taken Into account' - ■- -utj • . . 

BbcVAaAWrtoW">i*eiW^9%.a^ ■ ~ ' .:' ' . ' 

, . patnOu>a«t2>,), t , 

.qyapapsU|MUand.DH) • !v. 

mu»*a (8% md 0%)- : 

on| e*tokltoatr(l&V *KtfJ^) 
atohr^ta(e% amJ«i) ; " \* ** 
couph toaaaaad [Wmi W)*' ' 
Mpiratory tofacOcn (32% and J 3%) 
rhtnte(«%ana ( 2i) ■' 
eaiueitoMinaVHf.tiy:) 

PWtowk JhJWwt to a 12^mak ptacabo^ntroltod trtaj to 404 ptotatnc paoanUfito llyaara of apatraw- 
ouaV matntalnad an tohtlad conlcoalarolds. tha lmquaacy tl alveraa evanto tor aacti ua catagory 
f6 tg 12ywra, 13 to II ytan) wai comcoribJe tor. PUUtCURT TUfl8LPHALER,[at.KH, 2fj0and.4OO meg 
two dajyj and ptacabo, Thara ware no cflrweatty (tWmt diharancaa to *# pattern Pf aavWly ot advvte 
r«rti in chVi»w» gompwvd wt* l>ou mport»4 ir adoti. . , ^ 0 ' m 

AAimrim tVanl bpierto. From 04w* Vourcw; Rare idvary avants rapoitad to ha pobttahed UWataia 
c^.trom marketing aiperianca todudr UnmedUla and oibyii trypan wwbv'tty raacttons toctodanp: fash. 
wnocJ darmrtJui, vrlkarta, angJoaoarna and brcocto*pu>n; tymptoma of hypocarticamarto hyjpatcor- 
Icisan payi*^.tymptam| In.cJudJng dapraaaton, aggmasrya madtoni, ImtabJ^, arcotty artopeyej^ia. ' 
OVWDQSAGE.. >.-•'• 



w, 



Uuacvtoatoaatat 
Respiratory; 



Tha,potanhat tor acuta tojdc tftoc ti ta|tow tog ovrdmw of. POLM |r;qRT TuamiHA i.FR. |f <~^a utad at 
^»warva.-josaa for prwtWigm, period's." i^t am^coi^ patafoto-afiicti aacti u aVpenartctam npy ocair 
Js» mUUnOHSt^^A M ^ MlJVniiVWilH it WUt H JV«i ' 'riUi»uejaj n uuu piij rTtttct^a^r 
cauaed a aigrwlont radoctton (27%) to the plawm tosatod rtspenaa to a fr-hoar 
Wwion of ACTH wiparad.witi. pUc«a ( + l\), Tha corrBspondtog artact of 10. mg pmdrwma dally %ai a 
55Nradgrtiorl » tt* p turn a ctrltiof raaponsa lo ACTH. 

Tha ratnJmal totoatodort tathal etoaa to mica wit 100 mgAg {appro^matity 250 ttom Oto muam^'racunv- 
jiandad hunoa daily JnhaJaogn dose crt 1 mcpny ha*U). Than warr na daatns fottowlirg me aornWrtralcn 
Of an tohaiadon doaa ot U mgy>| to rats (approMmartaty 345 bmaa tha mxalmum raconmano^d humar\ di^y 
tohahttofl dose on a mcg/m* basia), ThVtntoimat oral lamat dote was 200 mgAg- in'mtci and aiM"tftan 
KM tntfaj urratt (appro xlrmia^y $00 Smaa the euxtmum racomnHadad human daUy Inhautton to*' baud 
on a mco/m* basto). - — . 

POSACf !aNO ADMlhX5TRA7)ON ' ' ' 

PUUiiqoRT TURBUHAIER should U aimimittiad by U» oralty tohitod roan m iitnmjbc piOcnti i;t 
i ytsrs and older. tndWIovaJ patltnla will axp«rianca a variabta aowt andioigjee ot symptom .raW 
Generally. PULMICORT TURBUHAIER has a mlativtfy rapid oavat of ictioa hy an bftaiad ecrtttwteriod 
improvarmmt * asthma comroJ icUcwing inhtiad pomJnrsbaboa of PULMICORT TURBUHAUR art oe»r 
wtovn 24 hoars as totoattoa. ol tmajmaat. aJ though majomum baneffi may aot ba achjeyed tor I to 2 wwta. 
of tongar. The tataty arrt-ahlcacy of PULMICORT TURBUKALcR whan aomlaiawrtd to ewi of racorv 
manaad doses have not batn taraWlinaO. 



(awxwmoe. prKr*icrtcnt,' bwnDroorw w^ionxJt) r\ Vi+st itudkv 

Tht .-mrtagwfc poteaoaj of burbjotodt wis m Hated In jix dWartrrt tail systtmi: Arms Sajmoneiyrefcro- 
sent ptati ksi, mow* mcromjdwi tat. moasi'lymphorti ttct, chromosome abtt ration test In Human 
fonptocytts, nx-rtntod recast** kttaJ >ttt in Droscuhfti rnaianocasttr. DdDfJA raptor uuiysb to nr 
rwcatocytt adterv Budejonue wt* noi mutagenic or dufafliric In any oJ flits* lists. , .. 

■ ft* tUcl o< utbcvotMOQt cftoeaonWt fin brWty V* gtnirat ti'prod&cOvt pc rformanct.waa ttuditd In ntx. 
At 20 mcgAg/day (apprOJumattly '/„ tht mudmum rcorarntrotd human dairy Inhalation dost on a otc^W 
baas), dtcrtaies tn matjrnai body weight x»n. P/*miaJ vitbrt-; and ytabf*/ cf-tas young.at oil* and 
during lactation wtji obsirvtd. Jfo loch tfltct* were noted. a7 J-mc'^Vfl (aporownaiiily '/« t< rnatfrrwn 
racommendad human (*V innaJaJJaadott-on a inco/m 1 oasis). . . .,. »*• „ , ',. '. ^ ' u .". 
hm^oomef. teratogenic. Effects; Pregnancy CataooryC: As^witeototrphjeocgrtoWi, budasonida' 
prooacad lilaJ toss, osaaas*d pus «*k>ht and UtaWtat abftqfflnJiitt.*/ suocutaneocs Posts J- 25 mcpAgjdsy 
(tpproxirristety S We medmum rscommanotd human daily totoJatlorvdoa* m i mcg/m' basis) in obbit^ud 
WO mcgAg/day iapp/otomaiity- 2W 8mes the maximum rtcommandtrf hums* d*ry,tona4lw&.oosa on i 
mctfm'ba.*) Virata. " , V ^J;^"','." " .X :i' 

Ho laraloo*** or taipr/ocidst tfttcts wtrt oPservtd tn rati when buoesnntd* wu sdratob load ay jryub.; 
fan at do*« ol WO to 250 jnco/toydaj (approikneisJy to 1% Dsjes'tht maximum racammtmJatf sum* 
dtlysirWaCondoMonaoK^m^tttiU). ' ••..«.«. r-. -i 

Vh*tt at no aotqwtt and waA-controBid altdtei In pregnant wornm. 3*i«MnW»;thouM b* umtJ during 
pmgrancy arty K tha poiwirkJ btr»m jujttfiw to* potmtfaJ risk to Bit /«4u*..-„ • . ./ , 

bpsrtyxt with orat corocMttrmdj Unci thaw Wroducrion Ui c^amaco^c'u^tpoitd ir^yjjoiogic 
Posts sugossts that rodents art mors pro/* to ttratooaric rficti tromoorPcoteroUs «in numam. , 
N<y**ro*>g.mc fffiK**: rtysoaonRtfim may occw k\ toUnu posh c< moows kxhtj} cortJcas*wk» 
ovirx? pnoTaoc/. Socn rrtwti ihiJd bt c*tMiy otewvtd. , , 

/ Nurjinj Moihmn: CcwticMitrokJi arc lacratta' in human mitt. Btcaust of th« potsntiai hir ady«rs* 
jffl^ ftacljofn to wwug »tmh trus aay.corttcotttrtiil, a cackiofl iboiiS bt nod* whiftv ditcwtiMj«mntop 
W or oucDoUnut &a orup. txilftQ into lecoum iha imparunw a/ tat dnm to tt* motasr. ActoaJ data tor 
lOdKOritlt art bcUng, 

P«&*k Um: Sa|fty and iAkwimo * PUUftCOOT TUWJ\JHAL£R bt paolatitc paflrta ptWIyw d 
ays hawt not otan titafawsd 

In paptttfic Bftnna pauWm thi truancy .of adviort avinU otn***j w40l PULVWORT TURBUfWlfil was 
Unto bahwtan N 6-.to 1 2-ytai aoa prowp ( H-> 77) comotrsd will In 13- to 1?-yai/ a«t procai 

Vat carPcosiaroidS hav« t*« shown to cavta growth survrrsston in Hdlatric and adotaacant paPwti. par* 
4fa-iMrn wit! fceywr (Sosas ow ixtanow psrtoos. p a padtaoic or adotoacant pu*m oa iiy oxwiiro^ 
^Hr tars to havt irowin jupfouicm. tfu poastUil^ trai m*y a/» particuta^ jansloVt to Iru tftact ai cars* 
\T ,4iarotds ahovld pt conatoartd («• PRiCWnOflS]. 

G*rio<nc Ui«2 Oat aondrtd pj^itna 64 ytwt or oidw. wtra tododtd to t* ITS v>d ion-US awutdad 

dlatoU tnats ol PUlMfCORT TUflBUHAUEa Ihtrt ww» no dfl*rtnc»s In to* uttty and taticy of tha.onjg 

OHnptrtd la tbasi satn In yosnotf pttkna, 

AOVUtU REACnOMS j. 

Dm Mowing adwrsi fiaatarw w«n rtpomd to pa«nb trcatad with PUUOC0OTTUtaiJHAL£R. 
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! Thi rscMuntndtd starting doa ut tht tiiohtst^acomhiafldad oosa erf PtXWCOHT TUR8UHAUP,, land 
on prtor upyru Uwapy, «t (n t»i WbuinQ uti«. . ,,*'.' 




InochoibtcnJa.w ' 
.bOialtd.Co(1kosw^«« 

p[l^.tofc^^ta^lilil^ 



. tortjwg Dog 



jUcoovwndtd Pi; 



<]>onchMPtcaraabu- 

.- Oral QrioittruJi- ■, 

• ; ,v ■- 1 r, ?:-.:a!<„ , 



SOo.toWf^.tMcttWr. . toomosttaead*. 



'.WnxgfUcaaaSy . % ,.. Winoatctdaiy* 
2i»/reQ.fcfMdsay.; A . . 400 meg (mea.dasV «: 
TjT^t^rwam^dsuto^iM ^ 
^^l|Wicp,t*<caPaay _ . , 



Mtofctfd ott Chronic Or 



WttfaJ^ m^COflT TBRBUHfUR ahouto ta,p^tdi*atfrtndy wte^tTWtkm'i'wtiial (ratotinarca uat 
ot systanarcortcostofcid: Anar wwWriaV on^wW^'pradoar wAhdrawaj ol me srsttrntc coflkosttroid 
b stBTHdty^»ducln6 the dartVor'sftsfnai*' daly' dost'. Tht Mtf redaction is nudk atV an Inttrvafo/ oaror 
iwo W«ta;<>»pwidtog on 1ht-'ni«oonMg( fw patitflOCantraAy, mWi ^acrimtntt srmAhot «atd 2.$ m) 
Ot prtdrHwnt'flr rts'tturv^eraj A stow rata ol withdraw* 'h itronply ricwnhwndad; OurPigi radtctton^oriJ 
corPcMbftM-paoants arw*f ot cartfety monKorad ior asVima fhatahtttty. toe Wing otyidtvtTnatiits or 
airway hJ6ctton,and tor Wnh* tosumcUncy (im WAAKW&S); Ourtng wHb*««i, soma paacrt» may «w 
rtonct lytoptonu of systimic oorticoatarofd inbidtawt^ foatt irtK)/ Muscidjr-paiv'lassmJdi and 
dipmiWK, rfatpht matotatwocf c*>ti*«i Jwprwa**nf-)e petoaoaaiy Hincetoa. Stcft-iaitttati saat/U'it 
ancongad to.conthw«-w«ii PWMicORT TUBSUKAifR' tun ahoald ba fnontofad tor novtcttua ttojM-of 
loraM tosirtotncy. rt evtdenca of adrtnattosuffitiancy otcurvtw systamlc csnicostarotd tats tfeuti u 
tocroased laoipQisnV atd-to* tan* withdraw^ shouid cowto j» mon-ttowiy, Ovrtog pariods oc tor at or a 
sawn aamma attact transtw paBw^j may rwyjfft swtomomaiy trtttnuat wtth ty«wtoc corflwiaarokia. 
r40TI: to at! ristbrits It b dipraM to tllraU try 

raflants snoJd ot raetntctad ts print* PUUdtCOflT TlWUHAlfR prior to Its toWat asi'a^toiraViad-to 
moaJi datpr/ andtaxatuPy aach Una to* unH Js mad Nndtog tht mouth aftar bhatalonla ako racomnwncad.' 

DfrwtW* f^r Um: JButlrattd Fatrtnri'"|n»£n)ct)orw'far Us* at^pam/'atgn-pa'ckipe tfPUUiKQKT 
TUR«JKAl£R. '-w 
HOWSUpTU^f ■; _ /• " * - I ■ ' . 

PULMJCOKT TURI'JHAIER eonaista of i nonrPtro/ aiumtdaf' patatto ottaWt, the (nairrpaHi oatoo'oM 
t«log machanlan^ iru storaga unit (©r drogVbtunct and tw rnwthpwca: Tht torW U'prattcwd by a 
wh*t* Mir tubular ctw senrwed onto »»a laftaJa't Tht body & >ht InhwW b wiytf and'lht toni'tl prto b 
•rown. Tat Wwl*j wortlnfl b prmwd on the grip * raited Unanr^ So^kooMi 20rr TORSUHMjER 
ca(^aire^andahQutoatdkea^whint<npty; ••* 

ftAJ*COWnWW}ULCTba^a«atfa " '. •■' 

SlcAat 5 or^bd , r^aw^r,wt.2^^ 



I 



1 *J!«'ja.. 



HOV/TOUSEVOUS 



Reed the complnle insaotctioni corefuRy 
and ute onfy oi direOed. 

BEFOBtT TOU U5g A NjW 
PyUrtlCQgT TUR &UHA1IR 

eWore you uw o new Putmicort 
^tj^iU^Hoio!' he Iht first tirna, you shpuW 
Sftime it. To do mis, turn aSa cover and firt 
m o!f. hok} PuUnJcort Turtvholer vprighi 
r^vim mouthpiece yp), then Kv>sJ the 
- L Trwn grip fuliv to the nghl ond bock 
( fin k> me.Wt. Rep«rf. Now you ore . 

i«ody to use t\ You dc iwl hove to pnnae . 
jMj. ooy o#W hrrw afbrr i^a, evtsi if yow put 
MMrrtide for o proiooged p«nod a/ hn>e. 

' ii 



D LOADING 
A DOSE 

> Twlit aSe covw 

and Ht off. 



> In order to pro- 
vide the coned 
"N dose, Pulmieorl 
\* Xj WxjhflW.rpyrt 
Uhetdei the . 
upn^hf poihion [nrx3ufHpi«:» yp) wtitntvw 
a dose ai medkahon Is being boded. 




>* TwiV tfw Ixown grip fuUy to aSe ncjbt o» 
for ca it WU go. Twiil it bodt ogcto Ntry to 
Jhe Uh. 





>Youwilth#at.o. £ 
diet. 

> Tum yckrrhead 
owqy from the inhaler 
and breathe out. Do 
not blow or eudwJe . 
•into Nhe Inhaler. Oa : 
rrtsh^Jr*mrKaUr 
ah*r toocfinp *• 

jaiNHAUNG 

THE DOSE, 

> Whwn>ouof» 
Inhofing;' PutwcorT 
TurfaohoW pirf b* 
hJd In tSe uprighf 
(rnouthplece up] or 
horiio nto \ position. 



* Pbco nhe mouthpiece between your , , .. 
ftps and Inhale deeph/ and forcefully' 

>* If more man one dose b reoueed, fust 
repeat the »t»p* above. 

> Wherr you or* JinisW, place l^.fovw 
bock ott the Inhaler .opd hvjs* shut. fcnSe 
ywt mouth wft^waHn'Oo no* fw^Iow.^' 

Keep your Kilrni<ori toi^ju^Wdaoti* * 
ond dry o# oJJ nmej. . / ',",>'- 



> Afref" each u+e/ place the whue cover 

bock on- and twivt it firmly Into pbce. 

> Ktmp Pulmjcort Turbuholer in o dry 
place at conhrolUd room hxnperotora, 
68* to 777 (20'te25*q. 



> Keef>^uf I^lmicto^rj50ha1^ of', 
the reoth .of : young'en^ch^V i »4?' W '^ , *> 

> DO NOT- Oi^drTerlheiJare'Sawrr on - 
the b«dy:c^yc)urTurbuhal•^.'' , ■ 



HOW TO KNOW WWM VCHM 

pmmxmxmmmm $s mm 



THERE AJUT 200 DOSES IN- EACH • 
PUtAAlCORT TUWUHALER. 
Vouf Pulmlcortjurfauha/er hoa □ con- 
venient dose indicator window Jus* 
below the mouthpiece;. 

> Wh«n a red 
merit oppvars 
of the top of lU 
wir«icrw ( mere 
am 20 dcues of 
medkine 
Twmoirung. 
Now la I he Hrn* 
to Qelygur rsauct 
Puimkort 
rurbuhafef. 

> VVhttn the red [m«Hc rwocom the * 



nifmo INFORM AHON A&om 




'bc^lOm.of the ^rKJcrWjV^rmha^ ts.V*' 
kmpfy Discard-b. (You miy irUl'hear'o-; " 
UHird i you jhck» it— tib iound-U hb* : 
the medicine. Thi* sound U produced by 
the drying- ogent inside Tvirouholet.) 

> Do not Immerse it in water to find out 
if it is empty. 'Svnpry check your da*« 
Indicator window. 
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V r\im^ Turbuholer ahouU not be tned 
wi»S a ipocer. 

> PuWcort "ExtuhoW careoira onfy;; K \ 
bud*«rrfde and doe* not certain orry^ 
toodtva i Ir^ieciHrrfs.' , v ./ . . : \ 

V K&c^Turb^r^^ 

to delrWoriyoneiooee atdtwrw^nematar 
hewr often you dtk aSe brown orip. fyou 
ocdoWpiy Wow hto your inhci*' after . 
loading a da*e, sirnpfy IcJtow the rutojoSora 
(oc badir^g a rww doie." * »»-• 

Th* UorW doe* na» oorrtain lV cornptote 
lr ^»rog (ion about your medtdne. f you hove 
any cuwrticee, or ore nurture oboU 
something,, tSen yau sf«uW oak vour dodor 
or cdVantiaiil^ . .* -» .cf ^ . *4„ ^r./ 

toSw^r^i*Ji^ii^: 

;r<-aa>POI 



:-r^r^^^^y^^^^, 

<gr^#i»meo^to.orr/om 
USFTKS HoOfJUCT AS. DRtCIHJ, UNLESS;- 

•^youhov* hxrihw'.a^idtofu-oocai'iSe'uM of 
•Ji ^ •rVrricorti^otor.oJ: "T'Nt 



